KPATKA XAPAKTEPVICTHKA HA IPOJIYKTA

L. HME HA JJEKAPCTBEHUA IPOXYKT

BHPYTIPMHOJI 50 mg/ ml cupon
VIRUPRINOL 50 mg/ ml syrup

2. KAYECTBEH H KOTHYECTBEH CHCTAB

1 ml cupon chappka 50 mg uHozuH auenoben auMenpanon (inosine acedoben dimepranol).
B 5 ml cupon ce cpappkat 250 mg MHO3HH anenoGex JUMEnpaHoJ.

TToMOIIHH BELECTBA ¢ U3BECTHO AekcTRHE:

MeTH NapaxHapokcubensoar (E 218) 1,5 mg/ml

3axaposa 400 mg/ml

3a MBJIHKA CIIHCHK Ha TIOMOLLHNTE BEUISCTBA, BIGKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA | N3NLAHUTENHA ATEHUNA N0 NEKAPCTBATA
Kpamka xapakmepucmuka Ha npogykma - flpuaomenise 1

Cupon. 9&9 / 5, Opl % /

buetpa, nowrH GesureTHa TEYHOCT € apoMAaT Ha sroaa, Kym Pea. Ne

RE/FAT 1 fp - 1 826D

Paspewienie Ne i /o s arncs s

4. KJIMHAYHH JAHHA 25 -10- /1
OGOBPEHUE N2 cevnvreicareenrsssreadecrsins s s coscrssassnanss

4.1. TepaneBTHYHH HOKA3AHMH
BUPYIIPHHG ¢ noxasas npu fena Ran 1 roansa, BE3PACTHH U JIMLE B CTap4ecka BL3PacT :

. Kato uMyHOMOAyNaTop npH TIOTHCHAT WM YBpeAeH KJIETRUYEH MMYHHTET WIH 33 NeYeHHe WiH
NOB/HABAHE HA KTHHHYHATA CHMITOMATHKA NP BHPYCHH UHQEKLHK KaTo:
- TPHN U BHPYCHH UH(EKLIHH, 3aCATAILM TOPHHTE JHXATETHH THTHLIA,
Xepnec CUMINIEKC B XEPTiEC 30CTep;
BHPYCHH X€NATHTH;
nndekuosnn 3abonssanna (pyGeona, Bapuuena, MopGHiH, 3ayluka, TpHn);
BUPYCHH HHQEKIIMH HA JHXATENHHTE METHULA,
UTOMEraNoOBHPYCHa HHQEKLIMS,
HH(PEKUHO3HA MOHOHYK/IE034,;
adroseH cromarTur;
MOJOCTHP CKNEPO3HPAIL TAHEHIEATHT.

. B xoMruiexcHaTa Tepanus Ha TIANHIOMA BUPYCHH MH(EKUHY (KOHIHIOMATA aKyMHHAT?)

4.2. Ho3ApoBKa H AAYHH HA OPHI0KEHHE

Hosuporka
HneBHara 1032 ce onpenens B 3aBUCMMOCT OT YHCTOTO TEIECHO Tero (6e3 MacTHaTa TBKaH) HA MAUHEHTa H
TEXKECTTA Ha 3ab0MIBaHeTo, ~.

7 A g o
Buvspacmuu u nuya 6 cmapuecka evspacm I

O6uuaiinata auesa nosa e 50 mg/kg T.1. (1 ml 3a | kg TenecHo TErno), npHeTa,
PaBHOMEDPHH NpueMa B HacoBeTe Ha SOLbpCTRaue. !
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MakcHMannaTa IHeBHa J03a He TPAOBa a HanBuWaBa 4 g (06HkHOBEHO 3 — 4 X 20 ml ci@e
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Heouampuuna nonynayun
Hena uan 1 roansa - o6u4aitwata qHesHa qo3a e 50 mg/kg T.T. (1 ml 3a 1 kg TenecHo Terno).

ObuvaiinaTa nHeBHa 703a ce pasnpenens E 3-4 PaBHOMEPHH NpHEMAa B YaCOBETE Ha DONBPCTBAHE, KaTo
NPHIAraHuTe 1034 ca KaKTo clensa:

TenaecHo Tero Jo3nponka
10— 14 kg 3x5ml
15-20kg 3x5-7,5ml
21-30kg 3x7.5-10ml
31-40kg 3x10-15ml
41 - 50 kg 3x15-17,5ml
Il HWTENHOCT HA JISYEHHETO
Ocmpu 3aboracanus

Obuuaiinata NPOAB/DKHTENHOCT Ha JIeHEHHETO € 5 - 14 mum. To Tpabea na npoxwmxM | ~ 2 OHM cnex
OT3BYHABAHE HA KIMHH'YHATa CUMITOMATHKA HITH MO-ABTNO CHIOPEL [IPELIEHKATA HA JleKapd.

Bupycnu 3abornsanus ¢ npompaxupano npomuyare
Jleuenmero TpabBa Aa NPOALIKK | — 2 CEAMMLM Cllest OT3BYYABAHE HA KTHHMUHATA CHMITTOMATHKA HTH no-
JBJIr0 B 33BUCHMOCT OT HPELIEHKATA Ha JIeKapa.

Pexypermuu 3aboanearun
o HauanHa dasa — HeoGxoaHMO e f1a ce cnenBaT NPENOPbKHTE, OTHACAIIM ce KbM NPOABIDKHUTETHOCTTA Ha
Je4eHHe NPH OCTPH 3a60NaBaHNA,

o Tloagbpxkawo neyenve — sHeBHaTa 1032 MOXe A2 Gbae Hamanena ao 500 — 1000 mg,

o IlpH nosBa Ha HAYAMHH NPU3HALIY H3 PELHIHE JEYEHHETO 3aroypa ¢ NpenoprLYBRaHaTa JHEBHa J03a npH
ocTpH 3a0onsBanud, KOATo € HeoGXxoaMMo Na ce npwiara 1 — 2 1HHM ciuen OT3BYYaBaHE HA KIHHHYHHTE
npossu. IIpu Hyxza xypchbT Ha NeueHne ce NOBTapA HAKONKO IBTH B CHOTBETCTEME C OUEHKATA Ha
KIHHHYHOTO ChCTOSIHUME H NPETIOPLKHTE HA JEKAPA.

Xponuynu zabonasanus
Ilpenopryupanata nHeBHa nosa ¢ 50 mg/kg T1.1., xodTO CE Mpuara KakTo Clieipa:

IIpoTHyane Ha 32601MBAHETO Hpoas/pkuTeaHocT Ha IIpoxb/okuTEAROCT Ha
IpHEeMa NpeXbCBAHETO
ACHMIITOMATHYHO 30 aau 60 HH
Jlexko w3paseHn KAMHKYHN CHMITTOMM 60 nHu 30 aHu
Texxo u3pazenn KIMHHYHN CHMITTOMH 90 auH 30 oou

Ta3u cxema Ha NeueHHe Moxe Ja Gnae MoBTOpeHa mpw Heo0X0AMMOCT, KaTo WaluuesTHT TpaGea aa Guae
NpOCAEAABaH CHINIACHO YKa3aHHATA 3a PeKYPEHTHH 3260nsBaHu.

CreuHanHi nokasaHus

Konounomama axymunama wiu enooyepauxarno-caup3any wrbexyuu ¢ wosewuxu namumoma supyc (HPV)
[IpopykrsT ce mpunara B agHeBHa 7033 3 g B DpoAbikeHue Ha 14 — 28 ZHH, CaMOCTOATENHO WJIH B
KOMILIEKCHA TEpanHA ¢ KOHBEHUHOHATHMTE JOKATHH WIH XHPYPIHYHH MPOUEAYPH, B CHOTBETCTBHE ChC
Clie/IHaTa BpEMEBA CXeMa;
o HHCKO-pHCKOBH nalHeHTH (MMYHOKOMIETEHTHH JHUA ANM MALNHEHTH ¢ HUCHK pHCK .38
NPOAYKTHT Ce Mpullara B NpoAb/uKeHue Ha 14 — 28 aHH, Koeto OOHKHOBEHO BOX
MakCHM&IHO CBOTHOIICHHE W3YHCTBAHE/PELMIAHB HA JlEZHHTE 32 2 WM TIOR
MpeyCTaHOBABAHE HA JIEYCHHETO, Ge3 NPUIIarake Ha APYId NEKAPCTBEHH cpencTsa; & 3
o Bucoko-puckobu maumeHTH* (AHUA ¢ MMYHEH OeDHLWT HAH MALMEHTH ¢ BHCOK ?P@
NPOAYKTHT C€ Npuiara 5 IHKH CeAMHYHO, B 2 NOCAEROBATENHH CEIMHIIM HA Mecell, B. 11}
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Meceua, KoeTo 0OHKHOBEHO BOAM [0 MAKCHMATHO CHOTHOLUEHHE H3UMCTBAHE/PEUHANE HA JIE3HUTE JO
Kpag Ha 3™ MeceLl OT JIEYEHHETO.

[Nocouenara TepaneBTHYHA cxeMa TIPH HEOGXOAMMOCT MOE 13 Obae NIOBTapAHa, a MPOCneIABAHETO HA
NAlHEHTa Ce HIBbPLIBA B CROTBETCTBHE C NPETIOPHKHATE, MOCOUSHHU NIPK PEKYPERTHY 3a00NsBaHMA.

* Ilpounure HA NauMENTHTe ¢ BHCOK PHMCK MM LIEPBHKATHA AWCTUIA3MA WIM ¢ EHHTATHH OpamaBHLH
BKJIIOYBA:
'  HMYHOAENMpPEeCHA ABIDKAINA CE Ha:
- aHAMHE3a 32 XPOHMYHH WIH PeKYPEHTHH WK APYI'H CeKCyalHO-Npeaasany Gonecty:;
- NPOTHBOPAKOBA XHMHOTEPAITHS;
- ©XKeIHEBHA 3/10YnoTpeba ¢ ankoxon.
« Ilpoabmxurenna (moseye or 2 roAMHH) ynotpeba Ha NepopaTHH KOHTPALCITHBH
« Kouuentpauma na donar (con/ectep Ha doavesa KuceIHHa) B epHIPOLIMTHTE < 660 nmol/L
« Hexkontponupan 3axapen quater
»  [lpogsmxurenuo TIOTIOHOMYIIEHES
*  Artonus
* YecTH BarMHaNHH CEKCYaTHM KOHTAKTH (2 2 — 6 CeAMMYHO) MNH aHANEH CEKCYaNeH KOHTaKT
= MHOro6poliny ceKcyanH# MapTHEOPH KM MPOMAHA HA TIOCTOSHEH NapTHEOP
» Tenuraniu 6panaBuum B MPOXBIKEHHE HA > 2 FOAMHH WM > 3 HEYCHELIHN J€YSHU, 10 AHAMHECTHUHHA
JaHHH
« OTcheTBHE HR AHAMHECTHYHH JAHHW 33 GpaZaBHLIM 110 KOXAT2 B JETCTROTO

Cybaxymen cxneposupaw nanenyeparum (SSPE)

Huesnata gosa ¢ 100 mg/kg T.7., KATO MaKCHMANHATA JHEBHA 403a HE TpaGRa Na npeermasa 3 - 4 g.
HpoaykreT TpafBa ma ce npunara NpPoXLMKHMTENHO NPH PEryIAPHO NpociessBaHe Ha KIHHHYHOTO
CBCTOSHHE H OLCHKA Ha HeoOXO0AHMOCTTA OT YAB/DKABAHE HA JIEICHHETO.

HauxH Ha npunokeHue

Tosu nexapcrsen NpoAYKT e NpeAHA3HAYEH 3a [IPUACKEHHE TIPE3 YOTATA.
JliesHata fo3a e HeobxonuMo Aa Gble pasnpenesieHa paBHOMEPHO, B PAMKHTE Ha 3 — 4 npueMa, Kato ce
npuema B yacosere Ha SoxbpeTBane.

4.3. Iporusonokazanns

. CBpBX{YBCTBUTENHOCT KbM HHOSMH alUEnobeH NHMENpPaHON WM KbM HAKOE OT MOMOLIHHTE
BelllecTBa, H3OpoeHU B T. 6.1,

. Iloparpa B octpa dopma.

. HoeHimenu cTOMHOCTH HA MHKOYHATa KHCENMHA B KPBBTA.

44.  Chennaanu npefynpexacHus W NpeInasHu MEpKH NpH ynorpeba

B X012 Ha NIEYEHUETO € BBHIMOKHO MPEXOAHO MOBUIIEHHE HA M3XONHMTE HMBA HA [HAKOYHATA KHCEIHHA B
KPLETa H YPHHATA, KOHTO o6u4aiiHo ocTaBat B pedepenTn rpaHuuy. TORA NOBUILEHHE e OTHACH OCOGEHO
32 MBXETC H 3aCTapABAINATa MOTMYJAuMA OT [BaTa 1ofna M Ce ABAKH Ha KataGoNHus mMeTabomH3LM Ha
HHO3HHOBHMA KOMIIOHEHT /10 [IMKOYHA KHCEIHHA TIPH YOBEKA.

THosHieHHETO Ha HHBATA Ha MMKOYHATA KHCEMHA HE € CBBP3aHO ¢ HHAYKLMA HA eH3HMHATa AKTHBHOCT MITH
¢ HapyuieHUs Ha enMMWHaumonnata Gynxums na 6xOpeumre. Ilpen BHA TOBa, MPOAYKTHT MOXe 4a ce
npunara ¢ NnOBULIEHO BHUMAHHE MNpH NalHeHTH ¢ fnojarpa, KOATO HE € B AKTHBHA c[)a:sa B nepHona Ha
ICHEHHEe C MPOIYKTa, XHNEepypHUKEMHs, YPOIHTHAa3a MM NPH NALUeHTH ¢ HapylueHus Ha OwsOpeunaTa
(byHKUHMS, TpH PeAOBHO MOHHTOPHPAHE Ha CTOHHOCTHTE HA MMKOMHATA KHCETHHA.

B xona ua neueHneTo He moxe Na Gblie M3KTIOUEHA MIOABA HA OCTPH PEAKLME HA CBILX!
YPTHKAPHS, AHTHOEAEM, aHa(hUIaKCUs, KOETO H3MCKBA He3a0aBHO IpeKpaTABaHe TIpHe

[IpoaemkHTenHOTO TEYEHHE MOXKE Aa A0BENE 10 He(POTHTHA3A.



B xo0aa Ha NpORRIKHMTENHO NleYeHHe € HeoGXOIMMO peryiapHo npociensaeaHe Ha CTOHHOCTHMTE Ha
[IUKOYHATA KHCE/IHHA B KPBBTA M/WIH YPHHATA, KPbBHATA KAPTHHA M Ha NOKA3aTe/IUTE Ha yepHonpoGHaTa u
6n0peuna dyHkuma.

l'oToBuAT seKapcTBeH NpOOYKT ChABPAKA METHI NapaxHAPOKCHOEH30AaT, KoHTO Moxe 1a MIPHYKHH
aJIepru<HH peakinu (Fb3MOXKHO € /1a ¢a oT 3a0aBeH THIT).

Toau nexapcTReH nPOAYKT chABPXA 3axaposa. IlaupeHTH o pPedKH HacneAcTBEHH nNpolAeMH Ha
HEMOHOCHMOCY  KbM  (PYKTO3a, INIOKO30-TANAKTO3HAa ManaGcopbuMs MM Cykpasa-H3OManTasHa
HENOCTATEHHOCT He TPAGBa Ja MpHemar ToBa jekapcTeo. Enua enuuuuna noza oT 5 ml ceaspika 2 g
3a¥Xapo3a, KOeTo Tps6sa [ Ce HMa NPEABHA NPH NALKEHTH Che 3axapeH qHaber.

4.5.  BsammogeiicTBHE C APYTH NEKAPCTBEHH OpPOXYKTH & APYTh GopMH Ha B3aHMOJCHCTERE

NoeueHo BHMMaHHE € HEOGXOMHMO NpPH €IHOBPEMEHHO MPHIOXKEHHE CBC CHETHHTE JeXapCTBEHM
NPORYKTH:

. HHXHGHTOPH Ha KCAHTHHOKCHIa3aTa (a/IOITyPHHOM) MIH YPUKOSYPHYHH CPEICTEA;
. THAMAKRK ANYPETHLM (XMAPOXIOPTHAIMA, XNOPTANHAOR, HHAANAMHL);
. GPHMKOBH AuypeTHLH ((bypo3eMHN, eTaKpHHOBA KHCEHHA H 1Ip.).

TponyKkTsT He TpAGBA 2 Ce NMPHIATA EAHOBPEMEHHO C MMYHOCYNIPECHBHH CPEACTEA TIOPAZM BBIMOXKHH
B3aWMOACHCTBIA HA (PaDMAKOKMHETHYHO HHBO, KOMTO MOTAT [1a MOBTHSAT TEPaleBTHYHHA edekr. Cnen
[PHKIIQUBAHE Ha HMMYHOCYNPECHBHATA TepalHd € BB3MOXKHO TNPUIOKEHHETO HA WHO3HH auenobeH
AMMerNpaHo.

UHO3HH anenoGen aWAMenpaHon YCHNBa AeHCTBMETO HA 3un0BYAHH (asHnoTHmuauH /AZT/) npu
COHOBPEMEHHO MPUNOKEHUE B Pe3YATAT HAa yBenwueHo dopmupae Ha AZT HyKIeoTHAH BClaencTBHE Ha
noBHiteHa 6MoHANH4HOCT Ha AZT ¥ NoBHWeEHa BhTpexneThuHa GocthopHIaIHS B KPLBHHATE MOHOLIKTH,

4.6. ®@eprunuTer, GpeMEeHAOCT H KbpPMeHE

Depruaurter
Hsama nannu oTHOCHO AelicTBHEeTO HA HHO3MH alefofeH AUMenpaHoN BbpXY (epTHIHTETA NPH XOpa.

EpeMennoct
JlanicBaT JaHHM OT KOHTPONMPAHM KIWHHYHM W3MMTBANMHUS OTHOCHO ebexrure HA WHO3MH auenoben

AMMENIPAHON BBpXy GpeMEHHOCTTa M (ETANHOTO Pa3BHTHE NPH XOPA, MOPATH KOETO NPOIYKTHT MOXKE [a Ce
mpHiara no BpeMe Ha OPeMEHHOCTTA EAWHCTBEHO [0 JEKAPCKO HA3HAYeHHMe CJeJ MpeleHKa, ue
MOTEHUMANIHATA MOJI3a 34 MaiikaTa HAZBULIABA €BEHTYANHHA PHCK 34 TUIONA H HOBOPOAEHOTO.

KbpmeHe
HMHo3uH alenobeH THMENPAHON ce eKCKPeTHpa C MaifuMHOTO MIIKO. JlekapcTBOTO MOsKe Aa ce mpHiara Mo

EPpECME Ha KbpMeHe eAHHCTBEHO [10 JICKAPCKO HA3HAYCHHE M CIeJ MpeideHKa, 4Ye MOTeHUHATHA Toa3a 3a
MalkaTa HaJBHINABG €BCHTYAIIHHA PHCK 33 KbpMAYeTo.

4.7.  E¢exTH BBEPXY CIOCOGHOCTTA 32 opHPaHe B PpaGoTa ¢ MAIHHN

BUPYTIPUHOJ we noemusea wid NMOBMABA B OpeHeOpescuMa cTened cnocoGHOCTTA 33 wohHpaHe H
pabora ¢ MALIMHK.

4.8. HexenaHu JeKapcTBEHH peaknuu
EauHcTBEHATA NOCTOAHHO HAbGMIONABaHA HeXenaHa NEKAPCTBCHA PeaKLyd, CBLp3aHa o/ %)*gx
WHO3HH aueofeH AMMETIPAHON NPH BB3PACTHY M B MEAMATPUHHATA NOMYNauusd e npe/h‘ '
Ha CTOHHOCTHTE HA MHKOYHATA KMCEJIHHA B KPbBTA W ypuHaTa. OGHKHOBEHO Te3n CE
pedrepeHTHH rpaHHLIE ¥ C& HOPMANTU3HPAT HAKOIKO HH /e[ NPEKpaTABaHe Ha ncqeune@

[
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Cnemnata TepMHHONOrHA € Ouna H3NON3BaHA IpH KAACHQHUHPAHETO HA HENENAHHTE DEAKIHH IO
OTHOLLEHHE Ha TAXHATA YECTOTa: MHOro YecTd (>1/10), wectr (317100 ao <1/ 10), newectn (>1/1,000 no
<1/100), peaxu (>1/10,000 no <1/1,000), muoro penku (<1/10,000), c HewsBecTHa 4YecToTa (MecTOTATA HE

MOXe aa Gpae onpeneneHa oT HaMHYHATE JTAHHH).

C HeHM3BECTHA YecTOTA

MedDRA SOC/uectora Hexenana nekapereena peaknus

Cromanino-4pesnn napymenun

Yectr [lospuinane, ragexe, quckomdopr B obnactTa
Ha eMUracTpuyMa

Heuwectu JuapHs, KOHCTHIIALMA

bosnka B ropuara kopemna oGnact

Hacnensannn
MHoro yectn

YecTu

IMoBuieHN CTORHOCTH HAa NUKOYHATE KUCEHHE
B KPBBTA H YPHHaTa

NoBuuieny CTORHOCTH Ha KpLBHATA ypes,
TpaHcaMHHA3uTe M awlkarHara (ocharasa

Hapymenus Ha K0O3KATA M DOAKOKHATA THKIH
YectH

C HeH3IBeCTHA YeCToTa

OGpue, npypuryc

Epurem

Hapymenns na HepsHaTa cHeTeMa

Yectu I'nasobosne, Bepruro
Heuectn COMHONEHTHOCT, MHCOMHHMS
C HeH3BEeCTHa YeCToTa 3amasHocT
HapymenAs Ha MyCKY/IHO-CKeJeTHATA CHCTeMa

H CheJHHHTETHATA THKAH

YectH ApTpanrus
IICHXHYHH HApYIIEHHA

HeuecTu HepeHoct
Hapymennsi Ha 6n6pennTe M NHKOYRNTE

opTHmR

Heuectn [Moauypus

Hapywesns Ha AMyRAATA CECTEMA
C HeM3BECTHA YecTOTa

AHrHOe/1eM, CBPBXUYRBCTBHTENHOCT, YPTHKAPHS,
aHapHIaKTHYHA DEAKLIMA

O6mn sapywenns n edekTH Ha MACTOTO HA
NpPH/IOKEHRE
Yectn

YMopa, Hepasnonoxkenue

CbolIlaBate HA NOJO3UPAHA HEKENAHH PEaKIMK

Cro01UaBaHeTo HA MOMO3ZMPAHM HEXENaHH peakumu cnen paspeinaBane 3a ynotpe0a Ha NeKaPCTBEHHS
NpOAYKT € BaxHO. Topa mo3BonsBa Na NMPOOB/MKH HAGMIONEHHETO HA CHOTHOLLEHHETO nomsa/pHck 3a
JCKAPCTBCHHA NpPOAYKT. Or MEIHOUHCKHTE CIICHHAIHCTH Ce€ H3MCKBa Ja csoﬁmanar BCAKA NOAO3WpaHa
HEXXenaHa peaxkiuug 4pes:

HanbiHATeNHA areHNHA N0 IEKapCTBaTa
ya. ,Jdamsan [pyes* Ne §

1303 Codun

Ten.: +359 2 8003417

yebeaiiT: www.bda.bg




4.9. Ilpeno3npane

Hsama cpobienn cmywan Ha npejosupane. IIpu HeoGXOMMMOCT Ceé NpPIIAra CHMNTOMATHYHO NEMEHHE K
MOAXONSAILH NORTBPKALITH MEPKH.

5. ®APMAKOJIOTHYHM CBOMCTBA

5.1. dapmaxoarHAMH4EHHA cBoiicTBa

DapMakoTepaneBTH4HA rpyna: AHTHBHDYCHH CPEACTBA 32 CHCTEMHO NpOKenHe; JIHPEeKTHO ReficTRaly

aHTHBUPYCHHM CpenctBa, JIpyrv aHTMBHPYCHH CpecTBa
ATC xoa: JOSA X05

MexaHu3tM Ha feHcTBHE
Hopmanusnpa HeZoCTATBYHMA WM HapyLUEH KNETBYHO-MEAHHP2H UMYHHUTET Ype3:

. npegusBrkBane Ha Thl oTroop, KOHTO OT cBOS CTpaHa HHHUKHpPA y3pABAHETO M AndepeHIHpaHETO
Ha T numdoumrhTe;
. NMOTEHOMPAHE HA HMHAYUMpPAHHTE JTUMGpONPONU(PEpaTHBHH PEaKLMH B MWTOTEH- WIH aHTHTeH-

AKTHBHPAHHTC KICTKH.

HMuosun anenoGen AWMeNpaHON MOAY/IHPA LHTOTOKCMYHOCTTa Ha T NUMpOLMTHTE M HA ECTECTBEHHTE
KIETKH-yOniuy, kaxTo 1 dyHkumiTe va CD8+ cynpecopuure u CD4+ XENTMEPHHTE KJIETKH.

Hosuwasa 6pos Ha IgG H koMIUIEMEHT-MOBEPXHOCTHIUTE MapkepH. VBenHuaga npou3soacTeoTo Ha IL-1 u
noanomara npoayxuuata Ha IL-2, perynapatiku Bp3Xoasino excnpecHara Ha IL-2 penentopa B ycnosus un

BHTpO.

Vpenu4asa eHnorennata cekpeuus Ha IFN-y u HamanfBa uH BHBO npoaykunata Ha IL-4. B monbixenue
NOTEHLMPa XEMOTAKCHCA H (ParoUMTO3aTa NpH HeyTPOHITHTE, MOHOLIKTHTE H MakpogaruTe.

YcTaHOBEHO €, 4e MH BHBO MHO3HH all€A0GEH AMMENpaHON NOANOMAra MOTEHIMPAHETO HA NOTHCHATHA
CHHTE3 W TPaHCNaUMOHHa CocobHoCT Ha MPHK Ha AuMGoumTHTe, KATO €AHOBPEMEHHO C TOBA HHXHGHpA
CHHTe3a Ha supycHata PHK nocpeactsomM :

. NpOMAHA B KHO3HH-MEAHHPAHOTO BKMIO4BAHE Ha OPOTOBATA KHCCIMHA B ONTHPHOO3OMHTE
. NOTHCKAHE HA 3aNMaBAHETO Ha NMONHaRCHHIOBATa KHCennHa kbM HPHK Ha upyca
. MOJIEKY/IAPHA PEOPraHM3alua Ha TPaHCMEeMODaHHWTE MPOTEHHOBH KOMIVIGKCH, AHMUKHPAHH B

MPEHACAHETO HA CHTHaa 4pe3 cheunduien T-knerbuen peuenTop B NMM(OLMTHHTE BLTpeMeMOGPaHHH
NIa3MEHH YaCTHUM, KaTO YBeJHYaBa TPHKPATHO MTETHOCTTA HM.

Hro3uH auexoben auMenpaxon unxubupa docthonuectepazata Ha UMKITHYHES ryaHosuH 3°,5’-Monodocdar
CaMO BBLB BHCOKH KOHIISHTpallHH B HH BHTPO YCJIOBHA H OpH HHBA, HEBKIIUYEHH B NPOARHTE Ha
MMYHO(ApMaKoNOrHYHUTE epeKTH HH BHBO.

Dapmaxonoruunu edextn
HHosuH auenobeH IUMENpPaHON € CHHTETHYHO [IyPHHOBO NMPOH3BOAHO € HMYHOMOZAYNHpAIUM |
NPOTHBOBHPYCHH CBOMCTBA, KOMTO BOAAT JO YCH/IBAHE HA HMYHHHSA OTrOBOJ HAa OPraHH3Ma.

5.2. PapMakoXHMHETHYHH cBoiicTBa

Abcopbuusa
Cnen nepopanuo npuwiosenne uHo3uH aleoben aumenpaton ce abeopBupa 6sp30 H

Paznpeneneune




Ipemytapa B 3naukMTeneH Gpoil TenecHH THKAHH, KATO Hali-rOEMM KOJHYECTBA HA GenszaH MHOZHH
allefobeH [HMENpaHoN Ce ycTaHOBABA B GuOpeLiTe, Genkg H uepHus Npob, ChPLETO, AATaKa, TEeCTHCHTE,
NaHKPeACa, MO3bKA K CKENETHATA MYCKYJIATYpa.

buorpaHchopmaing

Cren nprem Ha nHeBHa 1033 OT | g MPH 4oBEKA €A YCTAHOBEHH CIETHETE MeTaboaHTH N,N-THMETIIaMIHO-
2-nportarion (DIP) u p-aueramupobenszoena kucenuna (PAcBA), KaTo TexHHTE IL1a3MeHH HHBA ca GIIIH 3,7
meg/ml Ha 27" uac cnen nprema u 9,4 meg/ml na 1™ yac ciell nprema, CLOTBETHO.

JaHHUTe OT KTMHHMYHM WINHTBAHMS TIPK XOpa MOKA3RAT, Y& MAKCHMAIHOTO MOBMUIEHME HA [UIA3MEHWTE
KOHUEHTPAUKK Ha MTHKOYHATA KHCE/IHHA KATO MapKep 3a BHECCHOTO B OPTaHM3Ma KOIHMYECTEA MHO3HH He
TNOKa3Ba IHHEEH XapakTep H B paMKUTe Ha 3 yaca ciiel MpHeMa BapHpa B rpaHHuTe + 10%.

Tpu yoBexa ocHoBeH MeTaGonut Ha DIP € N-okcHa, a Ha PACBA - O-AUHITNIOKYPOHH,

Emumunnpane

Cnen npueMm Ha no3a or 4 g B steady-state ycfioBHs, 24-9aCOBATA eKCKPELHA ¢ ypuHata Ha PAcCBA u
HEHHHAT OCHOBeH MeTabonuT focThra 85%.

95% OT ycTaHOBeHaTa pPaAMOAKTHBHOCT B YpHHaTa, IBmKAlua ce Ha DIP ce peanusupa ot
Hemetabomupanus DIP u nerosus N-okcu.

Bpemero Ha monyxusot Ha DIP e 3,5 u., a 3a PAcBA — 50 min.

5.3. IlpeaknHHHYHH Aaunu 3a GesomacHocer

B #3cseqpaHHA BBPXY KMBOTHH € YCTAHOBEHO, Y€ CTOWHOCTHTE Ha cpenHara fetanHa mosa (LDsp)
HaJIBHIIABAT MAKCHMA/THATA TepaneBTHYHA 103a MPH Xopa cpeaHo 50 meTH.

HamMa nannu 3a MyTareHHa aKTHBHOCT M KAHUEPOTEHEH [IOTEHLIHAI.
He e ycTaHOBEHO TEpaTOreHHO M eMOGPHOTOKCHYHO AeiCTBME, KaKTO M HeGiaronpusTHU edekTH BBPXY
deprinmrera, GPEMEHHOCTTA H paXKIAHETO.

6. PAPMANEBTHYIHH JAHHHA

6.1. CnHcbK Ra IOMOIMHATE BellecTBa

3axapoza

Fnnuepon (E 422)

Metun napaxunpokcnGensoar (E 218)

Harpues uurpar

ApomMar Ha Arozia (CMEC Ha apOMAaTHH BeLIeCTBa U [NII0ko3a)
IlpeuncTeHa Boga

6.2. HecbBMeCTHMOCTH

He ca w3BecTHA.

6.3. Cpox ua roaunoct

3 roamHu.

6.4. CnennajHH yc/JI0BHA HA CLXPAHEHHE

Ilpu Temneparypa noa 25 °C.
Cpok Ha rofHOCT cnefl TBPBOTO OTBAapAHE — 6 MeCeLa.

6.5. Bua # chaBLpxAHHE HA ONAKOBKATA




120 ml cupon B TEMEY CTBKNEHH OYTHIIKH.
Enna GyTunka B 0fIakoBKa ¢ MEPHTENHA YalKa ¢ AeneHds 2,5 ml, 5 ml, 10mlu 15 ml

6.6. Cnenmannu NpeanaiH MEPKH NPH K3XBLP/IAHE A pabora

Hsama cnelyaniy H3HCKBAHMA.

7. IIPHTEXATEJI HA PASPENIEHMETO 3A YHHOTPEBA
JAHCOH-BI' 00[,

ya. Oren [aucwnit Ne 26,

2400 rp. Panomup,

buarapus

Ten.: 024519300
office@danhson.bg

8. HOMEP(A) HA PAZPENIEHHETO 3A YIIOTPEBA
Pernctpamyoner nomep:

9. JATA HA IBbPBO PA3PENIABAHE/MIOAHOBABAHE HA PA3PENIEHHETO
YIIOTPEBA

10. JATA HA AKTYAJIH3APAHE HA TEKCTA

09/2019r.

3A




